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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 



3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 10-29 is/are pending in the application. 

4a) Of the above claim(s) 21-26 is/are withdrawn from consideration. 

5) KI Claim(s) 27-29 is/are allowed. 

6) [3 Claim(s) 10-20 is/are rejected. 

7) KI Claim(s) 10 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Applicants' arguments, filed 1/16/2007, have been fully considered but they are not 
deemed to be persuasive. Rejections and/or objections not reiterated from previous Office 
Actions are hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

* 

Status of the Claims 

Claims 10-29 are currently pending and are the subject of this Office Action. Claims 21- 
26 are withdraw from consideration as being drawn to non-elected subject matter. 

Claim Objections 

Claim 10 is objected to because of the following informalities: the claim recites that B is 
"one or more amino acids or peptides". However, one or more amino acids JS a peptide. As 
such, recitation of "one or more amino acids" and "peptides" is redundant. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 112 (2 nd Paragraph) 
The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 10-17 and 19-20 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. Claim 10 recites the limitation "...might be substituted by..." 
This is indefinite because it is not clear if the substitution is or is not present. Amending the 
claim to recite "optionally substituted by" would overcome this rejection. 

Claim Rejections - 35 USC § 112 (1 st Paragraph) 
The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 10-18 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a Written Description rejection . 

The claims recite the limitation wherein X is "a functionality for attachment to a solid 
support or a functionality comprising the solid support". The specification discloses one 
example of a functionality for attachment to a solid support (e.g., page 4, line 30 to page 5, line 
6). Claims 19-20 are limited to compounds of Formula I wherein X is -D-R 5 -E (wherein D is 
CH 2 , S, NH or O; R 5 is C,-C 10 alkyl; and E is COOH, OH, SH, NCS, NCO, NH 2 , CI, Br, I or the 

* 

solid support) and are therefore not included in this rejection. The specification does not disclose 
any other functionalities for attachment to a solid support or functionalities comprising the solid 
support as broadly encompassed in the claims. 



Application/Control Number: 1 0/607, 1 75 Pa 8 e 4 

Art Unit: 1614 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof. In the instant case, the only factor present in 
the claims is a recitation of" a functionality for attachment to a solid support or a functionality 
comprising the solid support ". However, the specification does not describe the structural 
features of these functionalities, other than those wherein X is -D-R 5 -E (wherein D is CH 2 , S, 
NH or O; R 5 is C,-C, 0 alkyl; and E is COOH, OH, SH, NCS, NCO, NH 2 , CI, Br, I or the solid 
support). Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the claimed 
genus. 

Although drawn to the DNA arts, the findings in University of California v. Eli Lilly and 
Co., 1 19 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997) and Enzo Biochem, Inc. v. Gen-Probe 
Inc. are relevant to the instant claims. The Federal Circuit addressed the application of the 
written description requirement to DNA-related inventions in Lilly. The court stated that, "[A] 
written description of an invention involving a chemical genus, like a description of a chemical 
species, 'requires a precise definition, such as by structure, formula, [or] chemical name', of the 

* 

claimed subject matter sufficient to distinguish it from other materials. " Lilly at 1567, 43 
USPQ2d at 1405. The court also stated that: 

U [A] generic statement such as 'vertebrate insulin cDNA' or 'mammalian insulin cDNA' 
without more, is not an adequate written description of the genus because it does not 
distinguish the genus from others, except bv function . It does not specifically define any 
of the genes that fall within its definition. It does not define any structural features 
commonly possessed by members of the genus that distinguish them from others. One 
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„t nne can do with a fully described genus, visualize or 
skilled in the art therefore > cannons ,m* can do definition by function, as we have 
recognize the identity of the mernbers of ti*g ft . & ^ ^ mdlcatlon 

^^X^" * - " USPQ2d 31 14 ° 6 - 

The court concluded that "naming a type of materia! generally .own to exist, 
^^^^ is not a description of that matenal" Id. 

Fina ny, the court addressed the manner by whtch a genus of cDNAs might be describe, 
^escnpt^ 

numb er of cDNAs, d^fm^^^ — — «" — ^ — ^ " ' 

^on of structural features cotnmon to the members of the genus, which features constitute a 

substantial portion of the genus." Id. 

The Federa. Circui. has recently Carified .ha, a DNA mo.ecu.e can be adeeuately 

296 F 3d 1316, 63 USPQ2d 1609 (Fed. Ci, 2002). The ft- ecu, adop,ed Ihe standard that 
,he written description recent can he tne, by «, .ha, an invenlion is complete by 
« of sufficiently delailed, relevant <■<- — « — 

«, o,he, phys,ca, and/or chemical properties, fcncriona, ch.aCerisries when coapled wi,h 
. Known o, disclosed —on helween lunction and s— or some combination of snch 
cherishes." U. a, 1324, 63 USPQ2d a, 1613 (emphasis added, braced materia. ,n 
original). 

While the inven,ions a, issue in UUy and En, were DNA constructs per se, ,he hohhngs 
' of ,h„se cases are a,so applicable ,o claims such as Ihose a, issue here (which are drawn ,o 
tonalities derined ^ by ,heir inlended purpose, in this case, for attachment ,„ a soUd 
snppor,,. The ins,an, specif.ca.ion may provide an ade,ua,e written description of 
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functionalities for attachment to a solid support or functionalities comprising the solid support, 
per Lilly, by structurally describing representative functionalities for attachment to a solid 
support or functionalities comprising the solid support (e.g., specific structures, substituents, 
etc.), or by describing "structural features common to the members of the genus, which features 
constitute a substantial portion of the genus." Alternatively, per Enzo, the specification can show 
that the claimed invention is complete "by disclosure of sufficiently detailed, relevant identifying 
characteristics, functional characteristics when coupled with a known or disclosed correlation 
between function and structure, or some combination of such characteristics." 

In this case, the specification does not directly describe functionalities for attachment to a 
solid support or functionalities comprising the solid support useful in the claimed invention in a 
manner that satisfies either the Lilly or Enzo standards. Although the specification discloses the 
residue -D-R 5 -E as a functionality for attachment to a solid support, this does not provide a 
description of the broadly claimed functionalities for attachment to a solid support or 
functionalities comprising the solid support that would satisfy the standard set out in Enzo 
because the specification provides no functional characteristics coupled to structural features 
{i.e., what residues or structures, for example, impart the claimed functionality). Further, the 
specification also fails to describe functionalities for attachment to a solid support or 
functionalities comprising the solid support by the test set out in Lilly because the specification 
describes only one such functionality (-D-R 5 -E). Therefore it necessarily fails to describe a 
representative number of such species . 
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Thus, the specification does not provide an adequate written description of functionalities 
for attachment to a solid support or functionalities comprising the solid support that is required to 



practice the claimed invention. 



Claim Rejections - 35 USC§102 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 

■ 

A person shall be entitled to a patent unless - 

, * ,h P invention was described in (1) an application for patent, published under section 122(b), by another filed 
£fcKbS3.iIl by'he applicant patent or (2) a patent granted on an apphcabon for 
Itt bv anothTf led in die United States before the invention by the applicant for patent, except that an 
S^oS^^fiW under the treaty defined in section 351(a) shall have the effects for purpose, of An 
'S^JifiX** «W - * e United States only if the international apphca.on debated the Unrted 
States and was published under Article 21(2) of such treaty m the English language. 

Claims 10-15 and 17-20 are rejected under 35 U.S.C. § 102(e) as being anticipated by 

U.S. Patent No. 6,488,058 (Issued Sep. 10, 2002; Filed Sep. 11, 1998). 

The '058 patent teaches compounds having the following structures: 

O 

Pi l L^k/N^v s .Pi 
OCH 3 OCH 3 

wherein b is an integer from 1 to 5 and P, is a protecting group selected from the group 
consisting of trityl, p-methoxytrityl, p-methyltrityl, acetimidomethyl, benzyl, f-butyl, f-butylthio 
andp-methoxybenzyl protecting groups (col. 9, line 47 to column 10, line 65). These 
compounds anticipate the instantly claimed building blocks of Formula I when: X is -D-R 5 -E, 
wherein D is O, R 5 is C,-C,o alkyl and E is COOH or the solid support; R 1 and R are -OCH 3 ; R 
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and R 3 are H; Z is H; m is 0; n is 1 ; B is Fmoc (an amino protecting group); K is a straight chain 
alkyl; and C is protected SH. 

Allowable Subject Matter 

Claims 27-29 are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James D. Anderson whose telephone number is 571-272-9038. 
The examiner can normally be reached on MON-FRI 9:00 am - 5:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only.* For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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James D. Anderson, Ph.D. 
Patent Examiner 
AU1614 
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